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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Health  Care  Financing  Administration 

42  CFR  Parts  455  and  474 

Imposition  of  Sanctions  on  Health 
Care  Practitioners  and  Providers  of 
Health  Care  Services;  Program 
integrity 

agency:  Health  Care  Financing 
Administration  (HCFA),  HEW. 

ACTION:  Final  regulation. 

summary:  These  regulations  establish 
procedures  under  which  the  Department 
may  invoke  sanctions  against  a 
practitioner  or  provider  who  furnishes  or 
orders  items  or  services  which:  (1)  are 
not  medically  necessary;  (2)  do  not  meet 
professionally  recognized  standards;  or 
(3)  are  not  properly  documented  as  to 
the  medical  necessity  or  quality  of  the 
services.  The  regulations  also  explain 
the  role  of  the  Medicaid  State  agency 
and  establish  the  rights  and 
responsibilities  of  the  practitioner  or 
provider,  the  Professional  Standards 
Review  Organization  (PSRO),  the 
Statewide  Professional  Standards 
Review  Council,  and  the  Health  Care 
Financing  Administration  in  this 
process. 

The  regulations  implement  Section 
1160  of  the  Social  Security  Act  and 
apply  to  health  care  services  for  which 
payment  may  be  made  under  that  Act. 
The  purpose  of  the  sanction  process  is 
to  discipline  providers  and  practitioners 
where  other  corrective  or  educational 
effort  have  failed  and  to  protect  the 
public. 

EFFECTIVE  DATE:  February  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

Anthony  J.  Tirone  (301/594-3642). 

SUPPLEMENTARY  INFORMATION: 
Background 

Section  1160  of  the  Social  Security  Act 
(42  U.S.C.  1320C-9)  sets  forth  certain 
obligations  of  all  practitioners  and 
providers  who  furnish,  order,  or  arrange 
for  health  care  services  for  which 
payment  may  be  made  under  the 
Medicare,  Medicaid,  or  Maternal  and 
Child  Health  programs  (Titles  XVIII, 

XIX  and  V  of  the  Social  Security  Act). 
These  obligations  include:  ordering  or 
furnishing  only  care  that  is  medically 
necessary,  furnishing  care  which  meets 
professionally  recognized  standards  of 
quality,  and  providing  such  evidence  of 
the  medical  necessity  and  quality  as  a 
PSRO  may  reasonably  require.  There  is 
also  an  obligation  to  assure  that 


inpatient  care  is  furnished  at  the  proper 
type  of  facility. 

PSROs  are  required  to  review  health 
care  items  and  services  to  insure  that 
practitioners  and  providers  are  fulfilling 
these  obligations.  If  the  PSRO  finds  that 
the  obligations  are  not  being  met. 
Section  1157  of  the  Act  (42  U.S.C.  1320o- 
6)  requires  that  it  report  its  finding  to 
HCFA.  HCFA  may,  as  a  result  of  this 
report,  determine  that  the  practitioner  or 
provider  has  violated  an  obligation 
under  the  Act  and  invoke  a  sanction. 

The  statute  authorizes  two  types  of 
sanctions:  exclusion  from  the  programs 
and  assessment  of  a  monetary  penalty. 
Application  of  these  sanctions  differs  to 
some  degree  between  the  Medicare  and 
Medicaid  programs.  A  regulation 
describing  the  application  of  sanctions 
was  published  in  the  Federal  Register  as 
a  proposed  rule  on  October  13, 1978,  and 
the  public  was  invited  to  comment. 

Responses  to  Comments 

Scope  of  Comments 

Ninety-one  comments  were  received. 
They  included  comments  from  State 
governments,  PSROs,  provider  and 
practitioner  organizations,  and 
individual  practitioners  and  providers. 

Some  expressed  satisfaction  with  the 
proposed  procedures  and  suggested  no 
specific  revisions.  Others  found  the 
entire  concept  of  a  PSRO  being  involved 
in  a  sanction  process  to  be 
inappropriate,  unwise  and  obstructive. 
Concern  was  expressed  that  the 
sanction  would  be  imposed  before  a 
formal  hearing,  and  that  the 
confidentiality  of  the  information  in  the 
sanction  report  would  not  be 
maintained.  In  addition,  a  number  of 
State  agencies  requested  more 
involvement  by  the  State  in  the  sanction 
process  and  a  share  of  any  monetary 
penalty  collected.. 

Several  comments  were  received  that 
did  not  relate  to  the  subject  matter  of 
these  regulations.  Where  appropriate, 
these  comments  have  been  forwarded 
for  consideration  to  the  responsible 
organization.  The  comments  also 
included  a  number  of  minor  grammatical 
suggestions.  These  have  been 
considered  and  adopted  where 
appropriate. 

Discussion  of  Comments  and  Changes 

(1)  Comment.  PSROs  should  not  be 
involved  in  sanctioning  practitioners  or 
providers. 

Response.  PSROs  are  required  by  law 
to  report  providers’  or  practitioners’ 
violations  of  their  statutory  obligations 
to  HCFA  and  to  recommend  an 
appropriate  sanction.  This  regulation  - 
implements  the  legislative  requirements. 


(2)  Comment.  A  sanction  report 
should  not  be  prepared  or  submitted 
until  after  the  PSRO  has  discussed  the 
matter  with  the  provider  or  practitioner 
and  offered  the  opportunity  to  comply 
with  the  obligation. 

Response.  As  provided  in  the 
legislative  history,  the  report  will 
usually  not  be  submitted  unless 
voluntary  and  educational  efforts  fail  (S. 
Rept.  No.  92-1230,  92d  Cong.  2d  Sess. 

266  (1972)).  Such  efforts  would  not  be 
required  where  a  gross  and  flagrant 
violation  has  been  found  (§  474.5(b)). 
The  regulation  does  require  the  PSRO  to 
notify  a  practitioner  or  provider  in 
writing  when  a  situation  is  found  that 
could  result  in  a  violation.  The  PSRO  is 
required  to  furnish  the  provider  or 
practitioner  with  the  opportunity  to 
discuss  the  situation  (§  474.4).  The 
notice,  including  the  opportunity  to 
submit  additional  information  or  to  meet 
with  the  PSRO,  is  also  available  once 
the  PSRO  has  found  a  violation  (§  474.7). 

If  the  practitioner  or  provider  provides 
additional  information  and,  as  a  result, 
the  PSRO  determines  that  the 
practitioner  or  provider  will  take  the 
necessary  corrective  action,  the  sanction 
report  would  not  be  filed  with  HCFA. 

(3)  Comment.  Many  commenters 
suggested  that  the  HCFA  determination 
of  a  sanction  should  not  be  implemented 
until  after  the  provider  or  practitioner 
has  had  an  opportunity  for  a  hearing.  A 
few  suggested  delaying  the  effective 
date  of  ^e  sanction  until  after 
completion  of  the  judicial  process. 

Response.  We  do  not  agree  that  a 
formal  hearing  is  required,  either  by  the 
statute  or  the  Constitution,  before 
implementation  of  a  sanction. 

The  Act  provides  for  a  formal  hearing 
and  judicial  review  in  accordance  with 
Title  II  of  the  Act;  i,e,.  Sections  205(b) 
(hearing)  and  205(g)  (judicial  review).  In 
accordance  with  these  sections  the 
hearing  and  judicial  review  of 
administrative  determinations  does  not 
occur  before  the  decision  is 
implemented. 

However,  we  have  modified  the 
regulation  to  provide  opportunity  for  the 
provider  or  practitioner  to  submit 
additional  documentary  evidence  or 
written  argument  to  HCFA  before  a 
determination  is  made  that  a  violation 
has  occurred.  This  information  must  be 
submitted  within  30  days  of  the  date  of 
the  notice  of  proposed  sanction 
§  474.10(c).  We  believe  that  the 
combination  of  the  meeting  with  the 
PSRO  before  it  makes  its  determination 
and  the  opportunity  to  submit  additional 
written  argument  or  evidence  to  HCFA 
prior  to  its  determination,  with  the 
opportunity  for  a  full  evidentiary 
hearing  and  judicial  review  after  the 
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implementation  of  a  sanction,  fully 
satisfles  due  process  standards  as  set 
forth  by  the  United  States  Supreme 
Court  in  Mathews  v.  Eldridge,  424  U.S. 
319  (1976). 

In  Eldridge,  the  Supreme  Court  made 
clear  that  due  process  does  not  require  a 
full  evidentiary  pre-termination  hearing. 
The  Court  in  Eldridge  set  forth  three 
factors  to  be  evaluated  in  deriving  the 
specihc  requirements  of  due  process  for 
a  given  situation: 

(a)  The  private  interest  involved; 

(b)  The  reliability  of  the  process  in 
making  correct  determinations  and  the 
probable  value  of  additional  safeguards; 
and 

(c)  The  Government’s  interest, 
including  the  fiscal  and  administration 
burdens  of  additional  safeguards  [424 
U.S.  at  335). 

The  private  interest  here  concerns  the 
practitioners’  or  providers’  ability  to 
furnish  service  for  which  payment  can 
be  made  under  the  Act.  Continued 
access  to  these  funds  is  not  a 
prerequisite  for  the  practitioner  or 
provider  continuing  to  furnish  health 
care  services  but  concerns  theif  access 
to  one  group  of  potential  customers  for 
their  services.  The  Government  interest, 
on  the  other  hand,  is  not  only  fiscal  but 
is  primarily  concerned  with  the  health 
and  safety  of  individuals  who  are 
eligible  for  Medicare  or  Medicaid 
benefits. 

In  our  view,  the  meeting  with  the 
PSRO  before  it  files  a  sanction  report, 
and  then  the  opportunity  to  provide 
additional  written  evidence  or  argument 
to  HCFA  before  a  determination  is  made 
assures  a  high  degree  of  reliability  for 
HCFA’s  actions  and  safeguards  against 
the  erroneous  imposition  of  a  sanction. 

We  believe  that  requiring  a  full 
evidentiary  hearing  prior  to  HGFA’s 
actions  would  not  only  be  contrary  to 
the  Act  but  would  adversely  affect  the 
health  and  safety  of  individuals  and  add 
to  HCFA’s  administrative  and  fiscal 
burdens,  by  precluding  prompt  action 
and  by  allowing  the  continuation  of 
benefit  payments  pending  a  conclusion 
of  the  hearing,  without  adding 
significantly  to  the  reliability  of  HCFA’s 
decision. 

(4)  Comment.  A  number  of 
commenters  expressed  concern  that  the 
regulation  would  require  a  physician  to 
place  his  patients  in  the  least  expensive 
facility  and  that  such  a  requirement 
would  prohibit  the  use  of  teaching 
hospitals  (which  are  usually  more 
expensive  than  nonteaching  hospitals) 
and  also  require  physicians  to  be  aware 
of  the  charges  made  by  each  hospital  in 
their  area  to  be  sure  that  patients  are 
admitted  to  the  least  expensive  hospital. 


Response.  The  obligation  referred  to 
here  concerns  the  level  of  care  and  not 
necessarily  the  cost  of  care  (§  474.1). 
Therefore,  the  physician’s  obligation  is 
to  determine  if  a  patient  requires  care  in 
a  hospital,  skilled  nursing,  or 
intermediate  care  facility  and  to  place 
him  in  the  proper  level.  It  does  not 
require  a  determination  of  cost  within 
the  level  of  care.  'Therefore,  a  patient 
requiring  acute  care  would  be  referred 
to  the  hospital  in  accordance  with  a 
physician’s  normal  practice. 

(5)  Comment.  *1116  State  should  have  a 
more  substantive  role  in  the  sanction 
process  and  be  consulted  before  the 
PSRO  recommends  a  sanction.  The 
PSRO  does  not  review  ambulatory 
services  or,  in  many  cases,  long  term 
care.  'The  State,  therefore,  would  be  able 
to  assist  in  the  process  by  providing 
information  in  these  areas.  The  State 
should  also  receive  a  copy  of  the 
sanction  report  at  the  same  time  the 
PSRO  transmits  the  report  to  the 
Statewide  Council  or  to  HCFA. 

Response.  The  Act  requires  that  the 
PSRO  sanction  report  must  be  based  on 
violations  of  obligation  involving  health 
care  services  over  which  the  PSRO  has 
review  responsiblity.  'The  State  is 
encouraged  to  inform  the  PSRO  of 
possible  problems  it  has  identified  in 
areas  where  the  PSRO  has  review 
responsibility.  'The  Act  does  not  require 
the  PSRO  to  report  violations  to  the 
State  Medicaid  agency.  The  authority 
for  the  PSRO  to  provide  sanction-related 
information  to  a  State  agency  is 
controlled  by  Section  1166  of  the  Act 
and  the  regulations,  policies,  and 
procedures  developed  thereunder.  In 
accordance  with  these  requirements,  the 
PSRO  is  authorized,  but  not  required,  to 
provide  a  copy  of  the  sanction  report  to 
State  agencies  recognized  by  the 
Secretary  as  being  involved  in  the 
identification  or  investigation  of  fraud  or 
abuse. 

In  accordance  with  Section  1160(c)  of 
the  Act,  the  PSRO  is  expected  to  involve 
the  State  Medicaid  agency  in  assuring 
that  providers  and  practitioners  comply 
with  their  obligations  under  the  Act.  The 
regulation  has  been  modified  to  include 
this  statutory  requirement  (§  474.3(c)). 

(6)  Comment.  Several  State 
organizations  questioned  the  fact  that 
the  maximum  monetary  penalty  was 
$5,000,  since  frequently  much  more  has 
been  improperly  paid  to  a  practitioner  or 
provider.  They  also  felt  that  the 
proceeds  from  this  penalty  should  be 
shared  with  the  States  involved. 

Response.  The  maximum  amount  of 
the  monetary  penalty  is  established  at 
$5,000  by  the  Act  (Section  1160(b)(3)). 

The  statute  does  not  provide  for  the 
sharing  of  the  proceeds  of  a  penalty 


with  the  States.  However,  this  amount 
represents  a  penalty  and  is  not  the 
recovery  of  an  overpayment.  Therefore, 
since  any  services  that  were  determined 
to  be  excessive  or  unnecessary  would 
also  be  subject  to  recovery  of  any 
money  paid  for  these  services,  the  State 
is  authorized  to  reclaim  such  monies  on 
their  own  behalf. 

(7)  Comment.  The  State  must  be  given 
at  least  30  days  notice  before  FFP  is 
terminated  with  regard  to  the  service  of 
a  practitioner  or  provider  to  allow  the 
State  time  to  disenroll  or  decertify  them. 

Response.  The  regulation  has  been 
modified  to  provide  at  least  30  days 
notice  to  the  State  Medicaid  and  Title  V 
agency  of  a  determination  by  HCFA  to 
sanction  (Section  474.10(d)). 

(8)  Comment.  Concern  was  expressed 
over  the  factors  in  PSRO  determination 
of  a  violation.  It  was  suggested  that 
exact  definitions  should  be  given  for  the 
terms  in  474.5(b)(1);  i.e.,  “*  *  *  comply 
substantially  with  an  obligation  in  a 
significant  number  of  cases”,  and 
474.5(b)(2)  “*  *  *  grossly  and  flagrantly 
violated  an  obligation  *  *  *” 

Response.  We  have  not  defined  these 
terms  because,  in  our  view,  they  should 
be  interpreted  in  accordance  with 
common  usage.  They  do  not  have  a 
special  meaning  in  this  context. 

(9)  Comment.  The  statutory 
obligations  of  providers  and 
practitioners  should  be  limited  to  the 
extent  of  their  ability  to  control  the 
situation  and  to  the  reasonable  exercise 
of  professional  discretion. 

Response.  Section  474.1  has  been 
modified  to  reflect  the  statutory 
requirement  to  consider  these  factors  in 
determining  obligations  under  the  Act. 

(10)  Comment.  One  commenter 
suggested  that  the  sanction  report 
should  be  available  to  the  public  at  the 
same  time  it  is  transmitted  to  HCFA. 

Response.  We  have  proposed 
regulations  on  the  confidentiality  of 
PSRO  data  and  information,  44  FR  3058, 
Jan.  15, 1979.  We  will  consider  this 
comment  with  these  regulations. 

(11)  Comment.  Several  commenters 
expressed  dissatisfaction  with  the 
sanctions  to  be  imposed.  They  suggested 
that  providers  be  excluded  only  for 
those  services  involving  bad  practice, 
that  they  not  be  excluded  at  all  but  that 
the  monetary  penalty  be  the  only 
sanction;  and  that  a  penalty  not  be 
invoked  for  the  ordering  of  services  but 
only  for  the  actual  provision  of  improper 
services. 

Response.  Thpse  suggestions  were  not 
accepted  because  the  sanctions 
specified  in  the  regulation  are  required 
by  the  Act.  These  sanctions  are: 
exclusion  from  eligibility  to  provide 
services  on  a  reimbursable  basis  either 
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permanently  or  temporarily  or,  in  the 
alternative  where  the  violation  involves 
the  provision  or  ordering  of  medically 
improper  or  unnecessary  services,  a  fine 
not  to  exceed  $5,000.  The  use  of  these 
sanctions  in  the  appropriate  case  is  in 
keeping  with  Congressional  intent  in 
this  regard. 

(12)  Comment.  The  regulation  should 
provide  for  patient  input  into  the 
sanction  process. 

Response.  This  comment  was  not 
accepted.  The  determination  of  whether 
a  practitioner  or  provider  has  violated 
the  obligation  under  the  Act  is  primarily 
a  medical  decision  requiring  specialized 
knowledge.  The  needs  of  patients  for 
access  to  quality  care  and  of  the 
availability  of  other  resources  in  the 
community  are  considered  before  a 
sanction  is  invoked. 

(13)  Comment.  Section  474.6(e)  which 
provides  that  the  PSRO  shall  consider 
other  factors  it  considers  relevant  in 
recommending  the  sanction  to  be 
considered  should  be  deleted  because  it 
is  too  vague. 

Response.  This  provision  is  included 
to  allow  for  consideration  of  a  variety  of 
circumstances  that  are  not  present  in 
every  case;  for  example,  information 
submitted  by  the  provider  or 
practitioner  as  a  result  of  the  potential 
violation  notice  in  accordance  with 
§  474.4. 

(14)  Comment.  Public  notice  should 
include  understandable  basis  for 
sanction. 

Response.  The  regulation  has  been 
modified  to  indicate  that  the  public 
notice  will  include  a  statement  as  to 
which  obligation  has  been  violated 
(§  474.10(e)). 

(15)  Comment.  Determination  as  to  the 
need  for  hospitalization  should  be  made 
on  other  than  purely  medical 
considerations;  for  example,  social  and 
geographic  conditions  must  be 
considered  in  the  hospitalization  of 
children. 

Response.  Total  patient  care  is 
considered  by  the  I^ROs  in  establishing 
the  norms  and  standards  for  its  area. 
Additionally,  each  case  is  reviewed 
separately  on  its  own  merits. 

(16)  Comment.  Process  is  too  time- 
consuming.  Procedure  should  permit  for 
more  expeditious  action  when  the  PSRO 
identifies  a  violation  of  obligation. 

Response.  Procedures  are  intended  to 
allow  a  full  opportunity  for  the 
individuals  involved  to  rectify  problems 
which  may  lead  to  a  violation  before  a 
sanction  is  imposed  (Section  474.4).  The 
statute  specifically  requires  reasonable 
notice  and  opportunity  for  discussion 
before  a  PSRO  submits  a 
recommendation  to  the  Secretary.  We 
believe  that  the  time  frames  established 


by  these  regulations  are  necessary  to 
satisfy  this  requirement.  However, 
where  the  care  at  issue  is  harmful  to 
individuals,  HCFA  will  complete  its  part 
of  the  process  in  an  expeditious  manner. 

(17)  Comment.  Regidation  should 
indicate  that  a  patient  could  continue  to 
purchase  services  from  any  provider  at 
the  patient’s  expense. 

Response.  The  regulation  only  applies 
to  care  for  which  payment  may  be  made 
under  the  Social  Security  Act  and  in  no 
way  inhibits  individuals  from  utilizing 
facilities  or  services  at  their  own 
expense. 

PART  455— PROGRAM  INTEGRITY 

42  CFR  Chapter  IV  is  amended  as  set 
forth  below: 

1.  Section  455.202(a)  is  revised  to  read 
as  follows: 

S  455.202  Denial  of  FFP:  Parties  excluded 
under  Medicare. 

(a)  FFP  is  not  available  in  payments 
for  services  furnished  by  a  Medicaid 
provider  while  that  party  is  excluded 
fi'om  the  Medicare  program — 

(1)  Under  §  420.101  of  this  chapter,  for 
submitting  false  statements,  submitting 
excessive  claims,  or  furnishing  services 
that  exceed  the  beneficiary’s  needs  or 
are  of  unacceptable  quality;  or 

(2)  Because  of  a  determination,  under 
§  474.10  of  this  chapter,  that  the  provider 
has  failed  to  comply  with  his  obligation, 
as  set  forth  in  section  1160(a)  of  the  Act, 
to— 

(i)  Order  or  furnish  only  care  that  is 
medically  necessary,  of  acceptable 
quality,  and  at  an  appropriate  level;  and 

(ii)  Furnish  such  evidence  of  the 
medical  necessity  and  quality  of  the 
services  as  a  Professional  Standards 
Review  Organization  (PSRO)  may 
reasonably  require. 
***** 

2.  A  new  Part  474  is  added  to  read  as 
follows: 

PART  474— IMPOSITION  OF 
SANCTIONS  ON  HEALTH  CARE 
PRACTITIONERS  AND  PROVIDERS  OF 
HEALTH  CARE  SERVICES 

Sec. 

474.0  Scope  and  definitions. 

474.1  Statutory  obligations  of  practitioners 
and  providers. 

474.2  Sanctions. 

474.3  PSRO  responsibilities. 

474.4  Action  on  potential  violation. 

474.5  Factors  in  PSRO  determination  of  a 
violation. 

474.6  Basis  for  recommended  sanction. 

474.7  Notice  and  review  of  PSRO 
determination  of  violation. 

474.8  PSRO  report  to  the  Statewide  Council 
or  to  HCFA. 

474.9  Role  and  functions  of  the  Statewide 
Council. 


Sec. 

474.10  Action  by  HCFA  on  receipt  of  the 
report. 

474.14  Effective  dates  of  exclusion. 
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Authority:  Secs.  1102, 1157,  and  1160(b), 
Social  Security  Act  (42  U.S.C.  1302, 1320c-6, 
and  1320C-9). 

§  474.0  Scope  and  definitions. 

(a)  Scope.  This  part  implements 
sections  1157  and  1160  of  the  Act  by: 

(1)  Setting  forth  certain  obligations 
imposed  on  practitioners  and  providers 
of  services  under  Medicare  and 
Medicaid; 

(2)  Establishing  criteria  and 
procedures  for  the  reports  required  from 
Professional  Standards  Review 
Organizations  and  Statewide  Councils 
when  there  is  failure  to  meet  those 
obligations; 

(3)  Specifying  the  policies  and 
procedures  for  making  determinations 
on  violations  and  imposing  sanctions: 
and 

(4)  Establishing  policies  and 
procedures  for  appeals  by  the  affected 
party  or  review  by  HCFA. 

(b)  Definitions.  As  used  in  this  part, 
unless  the  context  indicates  otherwise: 

(1)  “Act”  means  the  Social  Security 
Act. 

(2)  “Beneficiary”  means  an  individual 
entitled  to  Medicare  benefits. 

(3)  “Exclusion”  means  that  items  or 
services  furnished  by  a  specified  health 
care  practitioner  or  provider  will  not  be 
reimbursed  under  Medicare,  and  State 
Medicaid  payments  for  such  services 
are  not  subject  to  Federal  financial 
participation. 

(4)  “Federal  financial  participation 
(FFP)”  means  the  Federal  share  of  State 
payments  for  services  furnished  to 
Medicaid  recipients. 

(5)  “HCFA”  stands  for  Health  Care 
Financing  Administration. 

(6)  “Health  care  services”  or 
“Services”  means  services  or  items  for 
which  payment  may  be  made  (in  whole 
or  in  part)  under  the  Act. 

(7)  “Medicaid  agency”  means  the 
single  State  agency  designated  to 
administer  or  supervise  the 
administration  of  the  Medicaid  program 
under  title  XIX  of  the  Act. 

(8)  “Physician”  means  a  doctor  of 
medicine  or  osteopathy  or  another 
individual  who  is  authorized  under  State 
of  Federal  law  to  practice  medicine  and 
surgery  or  osteopathy. 

(9)  “Practitioner”  means  a  physician 
or  other  health  care  professional 
licensed  under  State  law  to  practice  his 
or  her  profession. 

(10)  “Provider”  means  a  hospital  or 
other  health  care  facility,  agency,  or 
organization. 
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(11)  “PSRO”  stands  for  Professional 
Standards  Review  Organization. 

(12)  "PSRO  area”  means  the 
geographic  area  subject  to  review  by  a 
particular  PSRO. 

(13)  "Recipient”  means  an  individual 
who  has  been  determined  eligible  for 
Medicaid. 

(14)  "Statewide  Council”  means  the 
Statewide  Professional  Standards 
Review  Council. 

§  474.1  Statutory  obligations  of 
practitioners  and  providers. 

(a)  It  is  the  obligation  of  any  health 
care  practitioner  or  provider  who 
furnishes  or  orders  health  care  services 
to  assure  that,  to  the  extent  of  his 
influence  or  control,  those  services  are: 

(1)  Furnished  only  when,  and  to  the 
extent  that,  they  are  medically 
necessary: 

(2)  Of  a  quality  that  meets 
professionally  recognized  standards  of 
health  care;  and 

(3)  Supported  by  evidence  of  the 
services’  medical  necessity  and  quality 
in  the  form  and  fashion  (including 
copies]  and  at  the  time  reasonably 
required  by  the  PSRO. 

(b)  A  health  care  practitioner  who 
orders,  authorizes,  or  directs  another 
practitioner  or  provider  to  fiumish  health 
care  services  to  a  patient  is  responsible, 
to  the  extent  of  his  influence  or  control, 
for  assuring  that  the  health  care  services 
are: 

(1)  Furnished  only  when,  and  to  the 
extent,  they  are  medically  necessary; 
and 

(2)  Of  a  quality  that  meets 
professionally  recognized  standards  of 
health  care. 

(c)  A  practitioner  or  provider,  within 
reasonable  limits  of  professional 
discretion,  must  not  take  any  action  that 
would  authorize,  a  beneficiary  or 
recipient  to  be  admitted,  or  to  continue, 
as  an  inpatient  of  a  hospital  or  other 
health  care  facility  unless  the 
practitioner  or  provider  has  determined 
that,  consistent  with  professionally 
recognized  health  care  standards,  the 
inpatient  care  is  medically  necessary, 
and 

(1)  Cannot  be  provided  more 
economically  in  a  health  care  facility  of 
a  different  type;  or 

(2)  Althou^  it  could  be  provided 
more  economically  in  a  health  care 
facility  of  a  different  type,  no  such 
facility  is  available  in  the  area  in  which 
the  individual  is  located  at  the  time 
when  the  care  is  needed. 

§  474.2  Sanctions. 

In  addition  to  any  other  sanction 
provided  under  law,  a  practitioner  or 
provider  may  be: 


(a)  Excluded  from  Medicare  and 
Medicaid;  or 

(b]  Required,  as  a  condition  for 
continued  participation  in  those 
programs,  to  pay  an  amount  not  in 
excess  of  the  cost  of  the  improper  or 
unnecessary' services  that  were  , 
furnished  or  ordered  or  $5,000, 
whichever  is  less.  HCFA  will  either 
require  the  practitioner  or  provider  to 
pay  the  monetary  assessment  within  6 
months  of  the  date  of  notice  or  will  have 
it  deducted  from  any  sums  owed  to  the 
practitioner  or  provider  by  the  Federal 
Government. 

§  474.3  PSRO  responsibilities. 

(a)  The  PSRO  shall  identify  situations 
that  may  result  in  a  violation  of  the 
obligations  specified  in  §  474.1  and  help 
to  prevent  their  occurrence  as  provided 
in  §  474.4. 

(b)  The  PSRO  shall  determine  when  a 
violation  of  an  obligation  has  occmred 
and  report  the  matter,  with 
recommendations  for  action,  to  the 
Statewide  Council  or,  if  there  is  no 
Council,  to  HCFA. 

(c)  The  PSRO  shall  use  the  authority 
or  influence  it  may  possess  and  enlist 
the  support  of  other  professional  or 
government  agencies,  including  the 
State  Medicaid  Agency,  to  ensure  that 
each  practitioner  and  provider  complies 
with  the  obligation  of  §  474.1, 

§  474.4  Action  on  potential  violation. 

If  a  PSRO  identifres  a  situation  that 
may  result  in  a  violation,  it  shall  send 
the  practitioner  or  provider  a  written 
notice  containing  the  following 
information: 

(a)  The  obligation  involved; 

(b)  The  situation,  circumstances,  or 
activity  which,  if  continued,  may  result 
in  a  violation; 

(c)  The  authority  and  responsibility  of 
the  PSRO  to  report  a  violation  of 
obligations; 

(d)  At  the  discretion  of  the  PSRO,  a 
suggested  method  for  correcting  the 
situation  and  a  time  period  for 
corrective  action  by  the  practitioner  or 
provider; 

(e)  The  sanction  that  the  PSRO  could 
recommend  if  a  violation  occurs:  and 

(f)  An  invitation  to  discuss  the 
problem  with  representatives  of  the 
PSRO. 

§  474.5  Factors  in  PSRO  determination  of 
a  violation. 

If  the  PSRO  identifies  a  violation,  it 
shall  determine: 

(a)  Which  obligation  specified  in 
§  474.1  has  been  violated;  and 

(b)  Whether  the  practitioner  or 
provider  has; 


(1)  Failed  to  comply  substantially  with 
an  obligation  in  a  significant  number  of 
cases;  or 

(2)  Grossly  and  flagrantly  violated  an 
obligation  in  one  or  more  instances. 

§  474.6  Basis  for  recommended  sanction. 

The  PSRO’s  recommendation  of  the 
type  of  sanction  to  be  imposed  shall  be 
based  on  a  consideration  of: 

(a)  The.  type  of  offense  involved; 

(b)  The  severity  of  the  offense; 

(c)  The  anticipated  deterrent  effect  of 
the  recommended  sanction; 

(d)  The  previous  sanction  record  of 
the  practitioner  or  provider;  and 

(e)  Other  factors  that  the  PSRO 
concludes  are  relevant  to  a  particular 
case. 

§  474.7  Notice  and  review  of  PSRO 
determination  of  violation. 

(a)  Written  notice.  If  the  PSRO 
determines  that  a  violation  has 
occurred,  it  shall  promptly  give  written 
notice  to  the  practitioner  or  provider 
containing  the  following  information: 

(1)  The  determination  of  a  violation; 

(2)  The  obligation  violated; 

(3)  The  basis  for  the  determination; 

(4)  The  sanction  to  be  recommended; 
and 

(5)  The  right  of  the  practitioner  or 
provider  to  submit  to  the  PSRO,  within 
20  days  of  the  date  on  the  notice, 
additional  information  or  written 
request  for  a  meeting  with  the  PSRO  to 
review  and  discuss  the  determination,  or 
both. 

(b)  Review  of  determination.  (1)  The 
PSRO  may,  on  the  basis  of  additional 
information  submitted  by  the 
practitioner  or  provider,  affirm,  modify, 
or  reverse  its  determination  or  the 
sanction  to  be  recommended;  and 

(2]  The  PSRO  shall  promptly  give 
written  notice  to  the  practitioner  or 
provider  of  any  action  it  takes  as  a 
result  of  the  additional  information 
received. 

§  474.8  PSRO  report  to  the  Statewide 
Council  or  to  HCFA. 

(a)  Manner  of  reporting.  If  the  PSRO 
determines  that  a  violation  has 
occurred,  it  shall  submit  a  report  to  the 
Statewide  Coimcil  or,  if  there  is  no 
Council,  directly  to  HCFA. 

(b)  Content  of  the  report.  The  PSRO 
report  shall  include: 

(1]  Identification  of  the  practitioner  or 
provider  and  in  the  case  of  a  provider, 
the  name  of  its  director,  administrator, 
or  owner; 

(2]  The  type  of  health  care  service 
involved; 

(3]  A  statement  of  facts  describing 
each  failure  to  comply  with  an 
obligation,  with  specific  dates,  places. 
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circumstances,  and  any  other  relevant 
information; 

(4)  Pertinent  documentary  evidence; 

(5)  Copies  of  written  correspondence 
and  written  summaries  of  oral 
exchanges  with  the  practitioner  or 
provider  regarding  the  violation; 

(6)  The  PSRO’s  determination  that  the 
practitioner  or  provider  has  violated  an 
obligation  under  the  Act;  and 

(7)  The  PSRO’s  recommendation  of 
the  sanction,  if  any,  and  the  basis  for 
that  recommendation. 

§  474.9  Role  and  functions  of  the 
Statewide  Council. 

(a)  Council  review  and  comment.  The 
Council  shall: 

(1)  Review  the  report  submitted  by  the 
PSRO  to  assure  that  it  is  complete  and 
complies  with  all  requirements  set  forth 
in  §  474.8(b);  and 

(2)  Prepare  a  statement  concurring  or 
nonconcurring  with  the  PSRO’s 
recommended  action  and  identifying 
any  areas  in  which  the  PSRO  report  is 
incomplete. 

(b)  Transmittal  to  HCFA.  The  Council 
shall  promptly  transmit  to  HCFA  the 
PSRO  report  and  its  statement  of 
concurrence  or  nonconcurrence  with 
any  additional  comments  or 
recommendations. 

§474.10  Action  by  HCFA  on  receipt  of  the 
report. 

(a)  Determination  of  violation.  HCFA 
will  review  the  PSRO  report  and 
determine  (on  the  basis  of  the  facto'rs 
specified  in  §  474.5)  whether  a  violation 
has  occurred. 

(b)  Determination  of  sanction.  If 
HCFA  concludes  that  there  is  a 
violation,  it  will  determine  whether  to 
impose  a  sanction  after  considering: 

(1)  The  recommendation  of  the  I%RO 
and  the  Statewide  Council; 

(2)  The  type  of  offense; 

(3)  The  severity  of  the  offense; 

(4)  The  anticipated  deterrent  effect  of 
the  sanction; 

(5)  The  previous  sanction  record  of 
the  practitioner  or  provider; 

(6)  Availability  of  alternative  sources 
of  services  in  the  community;  and 

(7)  Any  other  matters  relevant  to  the 
particular  case. 

(c)  Notice  of  proposed  sanction. 

(1)  If  HCFA  proposes  to  impose  a 

sanction  in  accordance  with  §  472.2  (or 
to  terminate  a  provider  agreement  in 
accordance  with  §  405.614(a)(5)).  it  will 
send  the  provider  or  practitioner  written 
notice  of  its  intent  and  the  reasons  for 
the  proposed  sanction. 


(2)  Within  15  days  of  the  date  on  the 
notice,  the  provider  or  practitioner  may 
submit  documentary  evidence  and 
written  argument  concerning  the 
proposed  action. 

(3)  For  good  cause  shown  by  the 
provider  or  practitioner,  HCFA  may 
extend  the  15-day  period. 

(d)  Notice  to  provider  or  practitioner 
and  the  State  Medicaid  and  Title  V 
agencies. 

(1)  If,  after  exhaustion  of  the 
procedures  specified  in  paragraph  (c)  of 
this  section,  HCFA  decides  to  impose  a 
sanction,  it  will  notify  the  provider  or 
practitioner  and  the  State  Medicaid  and 
Title  V  agencies  of  the  adverse 
determination  and  of  the  sanctioh  to  be 
imposed  at  least  30  days  before  the 
effective  date  of  the  sanction. 

(2)  The  notice  will  specify: 

(i)  The  basis  for  the  determination; 

(ii)  The  sanction  to  be  imposed; 

(iii)  The  effective  date  and,  if 
appropriate,  the  duration  of  the 
exclusion; 

(iv)  'The  appeal  rights  of  the 
practitioner  or  provider;  and 

(v)  In  the  case  of  exclusion,  the 
earliest  date  on  which  HCFA  will  accept 
a  request  for  reinstatement. 

(e)  Public  Notice.  HCFA  will  publish 
notice  in  a  newspaper  of  general 
circulation  in  the  PSRO  area.  The  notice 
will  identify  the  sanctioned  provider  or 
practitioner;  the  obligation  in  §  474.1 
which  has  been  violated;  specify  the 
sanction  imposed  and,  if  the  sanction  is 
exclusion,  the  effective  date  and 
duration. 

(f)  Notice  to  other  affected  entities. 
HCFA  will  give  notice,  as  appropriate, 
to: 

(1)  The  PSRO  that  originated  the 
sanction  report  and  the  Statewide 
Council  involved; 

(2)  PSROs  in  adjacent  areas; 

(3)  State  Medicaid  fraud  control  units, 
and  State  licensing  bodies; 

(4)  Hospitals,  skilled  nursing  facilities, 
home  health  agencies,  and  health 
maintenance  organizations  (HMO’s); 

(5)  Medical  societies  and  other 
professional  organizations;  and 

(6)  Medicare  carriers  and 
intermediaries,  health  care  prepayment 
plans,  and  other  affected  agencies  and 
organizations. 

(g)  Effect  of  HCFA  determination.  (1) 

A  practitioner  or  provider  dissatisfied 
with  a  HCFA  determination  is  entitled 
to  a  hearing  and  review  by  the  appeals 


council  in  accordance  with  §  §  405.1531- 
405.1595  of  this  chapter. 

(2)  The  HCFA  determination  will 
continue  in  effect  unless  revised  by  a 
hearing  decision. 

§  474.14  Effective  dates  of  exclusion. 

(a)  General  provisions.  Except  as 
provided  in  paragraph  (b)  of  this  section: 

(1)  Payment  will  not  be  made  under 
Medicare  to  an  excluded  practitioner  or 
provider  and  FFP  will  not  be  available 
under  Medicaid  for  services  furnished 
by  an  excluded  practioner  or  provider 
on  or  after  the  effective  date  of 
exclusion.  (See  §  455.202  of  this 
chapter.) 

(2)  Assignment  of  a  beneficiary's 
claim  for  services  furnished  on  or  after 
the  effective  date  of  exclusion  will  not 
be  valid. 

(b)  Exceptions.  (1)  For  inpatient 
hospital,  skilled  nursing  facility,  or 
intermediate  care  services  furnished  to  a 
beneficiary  or  recipient  who  was 
admitted  before  the  effective  date  of 
exclusion,  payment  will  be  available  for 
services  provided  up  to  30  days  after 
that  date. 

(2)  For  home  health  services  furnished 
under  a  plan  established  before  the 
effective  date  of  exclusion,  payment  will 
be  available  for  services  funiished 
through  the  end  of  the  calendar  year  in 
which  exclusion  became  effective. 

(c)  Denial  of  payment  to  beneficiaries. 
If  a  beneficiary  submits  claims  for 
services  furnished  by  an  excluded 
practitioner  or  provider  on  or  after  the 
effective  date  of  exclusion: 

(1)  HCFA  will  pay  the  first  claim 
submitted  by  the  beneficiary  and 
immediately  give  notice  to  the 
beneHciary  of  the  exclusion;  and 

(2)  The  beneficiary’s  right  to  payment 
will  extend  to  services  provided  up  to  15 
days  after  the  date  on  the  notice. 

(d)  Effective  date  of  termination  of 
provider  agreement.  For  the  effective 
date  of  termination  of  a  Medicare 
provider  agreement  under  §  405.614  of 
this  chapter,  see  §  405.615  of  this 
chapter. 

§  474.15  Reinstatement  after  exclusion. 

Exclusion  shall  remain  in  effect  until 
HCFA  determines,  in  accordance  with 
S  420.120  of  this  chapter,  that  the  reason 
for  the  determination  has  been  removed 
and  that  there  is  reasonable  assurance 
that  it  will  not  recur. 
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§  474.17  Right  to  judicial  review. 

Any  practitioner  or  provider 
dissatisfied  with  a  decision  of  the 
appeals  council  or  an  administrative  law 
judge  (if  a  request  for  appeals  council 
review  is  denied]  may  file  a  civil  action 
in  accordance  with  the  provisions  of 
section  205(g)  of  the  Act. 

(Secs.  1102, 1157,  and  1160(b)  of  the  Social 
Security  Act,  42  U.S.C.  1302, 1320c-6  and 
1320C-0.) 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nos.  13.714,  Medical  Assistance 
Programs;  13.773,  Medicare-Hospital 
Insurance;  13.774,  Medicare-Supplementary 
Medical  Insurance.) 

Dated:  November  6, 1979. 

Leonard  D.  Schaeffer, 

Administrator,  Health  Care  Financing  ^ 
Administration. 

Approved:  February  11, 1980. 

Patricia  Roberts  Harris, 

Secretary. 
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